100505-004

Department of Health and Human Services: Food and
Drug Administration

support of [lie agency's program on drugs and devices nnd, to a lesser
extent, on other regulated commodities, Collections and services in-
clude: books., monographs and reports; journals, abstract/index services,
miscellaneous pamphlets and reprints, drug literature card services, mi-
crofilm, audio tape services; special collections such as FDA archives
and U.S. and foreign drug compendia; and translations. Automated
literature data bases of major commercial vendors and federal agencjes-
-approximntely 65 ore used. Subject emphasis is on: pharmacology, toxi-
cology, drug therapy and adverse reactions, veterinary medicine, chem-
istry, pharmacy, food and drug law, biostatistics and consumer affairs.
There are approximately 35,000 books nnd monographs and 2,000 jour-
nal lilies, 50 per cent of which are covered by 20-year holdings. Services
include; reference and in-depth literature searching, automated as well
as manual, circulation and inter-library loan, SDI (selective dissemina-
tion of information), special recurring bibliographies and limited editori-
al and translation services.
Agency Contact: Food and Drug Administration. (30!) 443-3180.

100505-005

Medical Device anil Laboratory Product Problem Reporting Program
(PRP),

OMB Funding Codeytltle: 75-0600-0-1-554 / Program expenses
Program: Drugs and Devices

Congressional Relevance: House Committee on Energy find Com-
merce; Senate Committee on Labor nnd Human Resources; House Ap-
propriations Committee: Agriculture, Rural Development and Related
Agencies Subcommittee; Senate Appropriations Committee: Agricul-
ture and Related Agencies Subcommittee

Authority: Federal Food, Drug, and Cosmetic Act (P.L. 75-717).
Availability: Agency
Geographic Relevance: National; State

Abstract: The Medical Device and Laboratory Product Problem Re-
porting Program (PRP) is a voluntary practitioner reporting system
which utilizes 15 health cnre professional association members to report
problems associated with medical devices and in vitro diagnostic prod-
ucts. All reports are received by the Food nnd Drug Administration
(FDA) via the United States Pharmacopeia (USP). The data reported
through the system are used to detect hazards, identify industry-wide
problems, and as a source of device experience for various bureau pro-
grams as mandated by the 1976 Medical Device Amendments to the
Federal Food, Drug, and Cosmetic Act. Initial input is received from
various health care professional association members that co-sponsor the
program. All reports are received on Office of Management and Budget
form 2519F and acknowledged by USP. The USP supplies FDA wltli
copies of each report. The reports are entered into an automated data
base by Division of Product Surveillance Personnel. Internal data rela-
tive to follow up is entered into the data base as it becomes available.
The system maintains an on-line and off-line computer file which con-
tains all problem reports received through the system. The data base is
cumulative from 1973. Updating of the on-line file is accomplished as
the reports are received, while the off-line file is updated monthly. The
principal data elements are the Bureau of Medical Devices <BMD) Clas-
sification Names for In Vitro Diagnostic Products, HMD's Classification
Names for Medical Devices, Product Name, Manufacturer, and report
text. Currently there are approximately 8000 reports in. the data base,
Agency Contact: Food and Drug Administration. (301) 427-8100.

100505-006

Medical Device Establishment Registration and Product Listing System,
OMB Funding Code/Title: 75-0600-0-1-554 / Program expenses
Program: Drugs and Devices

Congressional Relevance; House Committee on Energy and Com-
merce; House Appropriations Committee: Agriculture, Rural Develop-
ment and Related Agencies Subcommittee; Senate Appropriations Com-
mittee:  Agriculture and Related Agencies Subcommittee
Authority; Federal Food, Drug, and Cosmetic Act {P.L. 75-717).
Availability; Agency

Geographic Relevance: International/Foreign; National; State; PDA
District

Abstract: -The system maintains on file a list of registered medical de-
vice establishments and (heir products with the Food and Drug Admin-
istration (FDA) pursuant to the Medical Device Amendments of 1976.

This system provides information to organizational units within the a-
gency lo assist in regulatory activities. It contains all medical device es-
tablishments required to register and a list of medical devices and their
components in commercial distribution which are not exempt. Input
data are collected from medical device establishments on official FDA
forms: Initial Registration of Medical Device Establishment, Establish-
ment Annual Registration, Medical Device Listing. Registration data
contain the FDA registration number, name and address of the estab-
lishment, type of establishment, owner/operator identification, name
and address of the owner/operator, estimated number of devices, and
name and address and telephone number of the designated official
correspondent. The registration data are updated annually or when ihe
changes occur. Product data contain document numbers, reason for sub-
mission, activity and report dates, owner/operator's name and identifica-
tion number, classification name and number of the device as classified
by the Classification Panels, proprietary name, common or usual name,
whether it is subject to performance standard, premnrkct approval, gen-
eral distribution, and the registration number, name and establishment
type. Product data are updated semiannually. Regular printouts are gen-
erated from the data file for regulatory activities and information
dissemination to device establishments. The system is used for Freedom
of Information requests and is also available through NTIS.
Agency Contact: Food and Drug Administration. (301) 427-7190.

Health Resources and Services Administration

100503-002

National Clearinghouse far Family Planning Information.
June 1976

OMB Funding Code/Title: 75-0350-0-1-551 / Health resources and serv-
ices

Program: Community Health Services

Congressional Relevance; House Committee on Energy nnd Com-
merce; Senate Committee on Labor and Human Resources; flmisc Ap-
propriations Committee: Labor, Health and Human Services, nnd Edu-
cation   Subcommittee;   Senate   Appropriations   Committee:       Labor,
Heallli and Human Services, and Education Subcommittee
Authority: Public Health Service Act (P.L. 78-410). Special Health
Revenue Sharing Act of 1975 (P.L. 94-63). Family Planning Services
and Population Research Act of 1970 (P.L. 91-572),
Availability: Agency
Geographic Relevance: National

Abstract: The clearinghouse provides Information lo family planning
workers, educators, and consumers throughout the United Suites.. The
clearinghouse collects and processes relevant materials relating lo family
planning, then utilizes this collection to provide services lo respond lo
(lie information needs of its audience. The clearinghouse collection con-
sists of information from articles and serial publications useful to the
professional rendering family planning services or lo the family planning
consumer; from producers of family planning educational materials such
as private family planning organizations, private health, community ac-
tion, research and educational organizations, state health depart mciUs,
universities, pharmaceutical companies, book publishers, and film and
audiovisual producers and distributors; and from Bureau of Community
Health Services (BCHS)-funded family planning clinics. The clearing-
house collection consists of approximately 2000 to 2500 informational
and educational materials and journal articles specific to family plan-
ning. The clearinghouse responds to public inquiries for subject scorches,
or bibliographies on specific topics and for information on the availabili-
ty of specific materials. An annotated catalog of approximately 1000
print and audiovisual materials is available, A directory is published of
the 200 ECHS-funded grantees and 3600 clinics providing family plan-
ning services, The clearinghouse distributes educationnl materials includ-
ing a health education bulletin and an information services bulletin to
family planning service providers.

Agency Contact: Health Resources and Services Administration. (301)
443-4814.

100506-004

National Emergency Medical Services Clearinghouse.

OMB Funding Code/Title: 75-0350-0-1-551/Health resources and scrv-
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